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DETAILED ACTION 



This action is in response to Applicant's amendment filed on 1 1/15/2006. Currently, 
claims 1-22 are pending, claims 1-19 are under consideration and claims 20-22 have 
been withdrawn from consideration. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

• Claims 1-8 and 18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Kerr (US 2006/0079925). 
Kerr discloses: 



1. A device comprising: an elongated tubular body having an axis, a proximal end, a 
distal end and a lumen longitudinally extending therethrough (Fig 9 Item 20); and a 
dilating tip slidably mounted on the distal end of the tubular body (Fig 9 Item 12a) and 
comprising a segmented surface that is generally transverse to the axis of the tubular 
body, and a generally rigid tube extending distally from the segmented surface and 
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having a sharp distal end adapted to puncture tissue (Paragraph 57); wherein distal 
movement of the tubular body relative to the dilating tip exerts a force on the segmented 
surface to thereby open the segmented surface (Fig 9 and 10). 

2. A device according to claim 1 , wherein the elongated tube is generally cylindrical (Fig 
9 Item 20). 

3. A device according to claim 1 , where the segmented surface comprises two or more 
segments (Fig 3). 

4. A device according to claim 1 , where the segmented surface comprises three or more 
segments (Fig 3). 

5. A device according to claim 1, wherein the dilating tip further comprises a ring 
mounted in surrounding relation to the tubular body (Fig 10). 

6. A device according to claim 5, wherein the segmented surface comprises a plurality 
of segments, each of which is hingedly attached to the ring (Fig 10). 

7. A device according to claim 1 , wherein the dilating tip is generally funnel-shaped (Fig 
9 Item 26). 
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8. A device according to claim 1 , wherein the generally rigid tube of the dilating tip is 
segmented (Fig 9 Item 26). 

18. A device comprising: an elongated tubular body having an axis, a proximal end, a 
distal end and a lumen longitudinally extending therethrough (Fig 9 Item 20); a dilating 
tip slidably mounted on the distal end of the tubular body (Fig 9 Item 26) and 
comprising: a ring mounted in surrounding relation to the distal end of the tubular body 
(proximal portion of Item 12); a segmented surface that is generally transverse to the 
axis of the tubular body, the segmented surface comprising three or more segments, 
each segment being hingedly attached to the ring (Fig 9 and 10); and a generally rigid 
tube extending distally from the segmented surface (Fig 9 Item 26), the tube having a 
sharp distal end adapted to puncture tissue (Paragraph 57) and being segmented into 
three or more segments (Fig 3); wherein distal movement of the tubular body relative to 
the dilating tip exerts a force on the segmented surface and the generally rigid tube to 
thereby open the segmented surface and the generally rigid tube (Fig 9 and 10). 
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Examiner Mark-up Drawings for Kerr '925: 




FIG. 9 FIG. 10 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 9-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 



Kerr '925. 
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Kerr discloses the invention substantially as claimed as stated above. Kerr does 
not explicitly disclose the claimed lengths and diameters of the generally rigid tube of 
the dilating tip. However, the Examiner considers it within the purview of one having 
ordinary skill in the art to modify a device's length and diameter to meet the desired 
sizes for a given application. Therefore, it would have been obvious to a person having 
ordinary skill in the art at the time the invention was made to modify Kerr's dimensions 
to include those of the claims. Such a modification would be necessary for the device to 
be used in certain applications. 

Kerr also does not explicitly disclose the use of nitinol for the tip. However, the 
Examiner considers it to be old and well known in the art to use nitinol in a variety of 
applications because it is biocompatible. Kerr discloses the use of biologically 
compatible alloys for use with his invention (Paragraph 15). Therefore, it would have 
been obvious to a person having ordinary skill in the art at the time the invention was 
made to modify Kerr's tip to include nitinol. Such a modification would provide a well- 
known alloy with desirable biocompatibility. 

Claims 14-16 and19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kerr '925 in view of Wallace et al. (US 6,254,628). 

Kerr discloses the invention substantially as claimed as stated above. Kerr does 
not explicitly disclose a wire extending proximally from the dilating tip to near the 
proximal end of the tubular body to effect proximal movement of the dilating tip relative 
to the tubular body and a slidable member on the proximal end of the tubular body, the 
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slidable member being connected to the wire so that proximal movement of the slidable 
member pulls the wire and causes the proximal movement of the dilating tip relative to 
the tubular body. Wallace teaches the concept of controlling the distal movement of a 
retractable or sliding element from the proximal end of the device (Fig 28-34). Wallace 
teaches a pull tab connected to a pull wire that is connected to a pulling control 
mechanism on the proximal end of the catheter (Col 18 Line 66 through Col 19 Line 3). 
Therefore, it would have been obvious to a person having ordinary skill in the art to 
modify Kerr's device to include Wallace's pull wire and proximal member. Such a 
modification would allow the operator to manipulate the action of the distal tip from a 
location proximal to the tip, possibly outside the body. 

Kerr and Wallace disclose the invention substantially as claimed. They do not 
disclose a latch for maintaining the position of the slidable member. However, the 
Examiner considers latches to be known for selectively maintaining the position of a 
wide variety of elements. Therefore, it would have been obvious to a person having 
ordinary skill in the art to modify Kerr and Walllace's device to include a latch 
mechanism for maintaining the position of the slidable member. Such a modification 
would prevent the tip from undesirably opening. It gives the operator control over the 
opening and closing of the distal tip. If the tip opens prematurely, damage will occur to 
the surrounding tissue. 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kerr 
'925 in view of Devos et al. (US 6,099,51 1 ). 
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Kerr discloses the invention substantially as claimed as stated above. Kerr does 
not disclose a pressure valve at or near the proximal end of the tubular body. Devos 
teaches a pressure valve at or near the proximal end of the tubular body (Fig. 1 Item 
30). Therefore it would have been obvious to a person having ordinary skill in the art at 
the time the invention was made to modify Kerr's apparatus to include Devos's pressure 
valve. Such a modification would be to measure different pressures in a catheterized 
heart. 

Response to Arguments 

Applicant's arguments with respect to claims 1-19 have been considered but are 
moot in view of the new ground(s) of rejection. 

The Applicant argued that the reference of the prior action (Selmon et al. US 
6,217,549) did not disclose a sharp distal tip. The Examiner considers the Kerr 
reference to disclose the sharp distal tip. The tip does not need to be adapted 
specifically to puncture tissue, but only needs to be capable of puncturing tissue. 
Because the reference discloses the tip to be sharp, the Examiner considers the tip to 
be capable of puncturing tissue. Without further limiting the relation between the 
segmented surface, the rigid tube, and the elongated tubular body, the Examiner 
considers Kerr to read on the claims. "Transverse" as recited in claim 1 does not 
exclude Kerr because it only requires that the segmented surfaces are crosswise to the 
tubular body, not perpendicular. Because the Examiner can interpret the rigid tube and 
segmented surface broadly, the sizes recited in the claims are considered obvious. 
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The combination of the Kerr reference with the Wallace reference teaches the 
concept of using proximal controls to manipulate the distal end of a device. The device 
of Wallace is sufficiently similar to that of Kerr, that the Examiner considers the 
reference to be analogous art. Also, the Wallace reference is directed at a similar 
problem solving area as the Applicant's claimed limitation. Therefore, the Examiner 
considers the combination of the references to acceptable. Furthermore, because the 
claims do not recite any specific structure for the slidable member, the Examiner 
considers the pulling control mechanism to read on a slidable member. 

Latches are well known in many fields for maintaining the position of a variety of 
elements. For example, latches have been used on doors to prevent the door from 
inadvertently swinging open or becoming dislodged. Although a door is not analogous 
art, the use of a latch is directed at the same problem-solving endeavor as the 
Applicant's latch. Without further limiting the relation between the latch and the slidable 
member or more specific structure of the latch, the Examiner considers the use of a 
latch as generally claimed to be obvious to one having ordinary skill in the art. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Timothy J. Neal whose telephone number is (571) 272- 
0625. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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